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Grozijumi Ministru kabineta 2006.gada 18.julija noteikumos Nr.600 "Veterinaro
zalu registrésanas kartiba"

Izdoti saskana ar Farmacijas likuma 5.panta 3. un 6.punktu

Izdarit Ministru kabineta 2006.gada 18.julija noteikumos Nr.600 "Veterinaro zalu registréSanas kartiba" (Latvijas
Véstnesis, 2006, 127.nr.; 2007, 161.nr.; 2009, 155., 200.nr.; 2010, 185.nr.; 2011, 3., 75.nr.) sadus grozijumus:

1. Papildinat noteikumus ar 7.1 punktu $ada redakcija:

"7.1 Veterinaras zales, ko paredzéts lietot zirgu dzimtas dzivniekiem, par kuriem saskana ar Eiropas Komisijas
2008.gada 6.junija Regulas (EK) Nr.504/2008, ar ko isteno Padomes Direktivas 90/426/EEK un 90/427/EEK attieciba
uz zirgu dzimtas dzivnieku identifikaciju, 20.pantu ir deklaréets, ka tos nav paredzéts izmantot partikas produktu
iegisanai, var registrét, nenosakot attiecigo zalu sastava ieklautajam vielam maksimali pielaujamo atliekvielu
daudzumu dzivnieku izcelsmes partikas produktos atbilstosi Regulai Nr.37/2010."

2. Papildinat 9.punktu aiz vardiem "(turpmak - registracijas iesniegums)" ar skaitli un vardu "(1.! pielikums)".

3. Svitrot 10.punktu.

4. Svitrot 13.punkta vardus un skaitli "So noteikumu 10.punkta minétajam".

5. Svitrot 44., 49., 61.punkta, 71.1., 73.1.apakSpunkta un 84.punkta skaitli "10.".

6. Papildinat noteikumus ar 1.! pielikumu $ada redakcija:

"1.1 pielikums
Ministru kabineta
2006.gada 18.julija

noteikumiem Nr.600

Iesniegums veterinaro zalu registracijai

(Eiropas Komisijas veidlapa)

Kopsavilkums
Summary of the dossier

Administrativie dati
Application Form: Administrative data



https://www.vestnesis.lv/laidiens/2013/01/08/nr/5
https://www.vestnesis.lv/url/253871

Iesnieguma veidlapu izmanto, iesniedzot Partikas un veterinaraja dienesta iesniegumu veterinaro zalu registracijai

nacionalaja, savstarpéjas atzisanas vai decentralizétaja procedura.
Jaiesniedz atsevisks iesniegums par katru zalu stiprumu un zalu formu.

(The application form is to be used for an application for a marketing authorisation of a medicinal product for
veterinary use submitted to a Food and Veterinary service under either a national, mutual recognition procedure or

decentralised procedure.

Usually a separate application form for each strength and pharmaceutical form is required.)

Deklaracija un paraksts

DECLARATION and SIGNATURE

Veterinaro zalu (pieskirtais) nosaukums/Product (invented) name:

Stiprums(-i)/Strength(-s):

Zalu forma/Pharmaceutical form:

Aktiva(-as) viela(-as)/Active Substance(-s):

Iesniedzéjs/Applicant:

Persona, kas pilnvarota parstavét iesniedzéju*/

Person authorised for communication, on behalf of the Applicant*

Apstiprinu, ka iesniegta informacija ir pietiekama, lai pieraditu registréjamo veterinaro zalu kvalitati, droSumu un iedarbigumu/It is
hereby confirmed that all existing data that are relevant to the quality, safety and efficacy of the veterinary medicinal product have
been supplied in the dossier, as appropriate.

Apstiprinu, ka veterinaro zalu registracijas izmaksas segtas saskana ar Partikas un veterinara dienesta maksas pakalpojumu
cenradi**/It is hereby confirmed that fees have been paid according to the national rules**.

Parstavot iesniedzéju/On behalf of the applicant:

(paraksts/signature)

(vards, uzvards/name)

(amats/function)

(vieta/place) (datums: gggg-mm-dd/date(yyyy-mm-dd))
* lesnieguma 5.4.apakspunkta noteiktaja pielikuma pievienot iesniedzéja pilnvarojuma vestuli/Please attach letter of authorisation
for communication/signing on behalf of the applicant in annex 5.4.

** Jesnieguma 5.1.apakSpunkta noteiktaja pielikuma pievienot maksajumu apliecinoso dokumentu/If fees have been paid, attach
proof of payment in Annex 5.1.

1. Iesnieguma veids
Type of application

(Aizpildit tikai attiecigas sadalas/The following sections should be completed where appropriate)
1.1. Iesniegums veterinaro zalu registracijai/this application concerns

1.1.1. Savstarpejas atzisanas procedura (Ministru kabineta 2006.gada 18.jilija noteikumu Nr.600 "Veterinaro

zalu registrésanas kartiba" (turpmak — noteikumi Nr.600) 73.punkts)/

A mutual recognition procedure (according to Article 32(2) of Directive 2001/82/EC transposed in Article 73 of
Cabinet Regulation No. 600 "Procedures for the Registration of Veterinary Medicinal Products" adopted on 18 July
2006 (Regulation No. 600))

Atsauces dalibvalsts(l)/Reference Member State

Registracijas datums (gggg-mm-dd),/
Date of authorisation(yyyy-mm-dd)

Registracijas apliecibas numurs (uzradit registracijas apliecibas kopiju; sk. iesnieguma
4.2.apakspunktu)/

Marketing authorisation number (a copy of the authorisation should be provided - see
section 4.2)




Proceduras numurs/Procedure number

[] Pirmreizeja iesniegSana First use

= [esaistita(-as) dalibvalsts(-is) (atzimet ar X)/Concerned member State(-s) (specify)
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Paredzamais kopéjais parregistracijas datums,/Proposed Common Renewal Date:

Ja ir iesniedzamas zinas vai papildinajums periodiska dro$ibas zinojuma ciklam, lai harmonizétu vielas izcelsmi,

ladzu noradit/If a waiver or amendment of PSUR-cycle is applied for, to harmonise with a substance birthdate,

please specify:

[] Pirma atkartota iesniegSana (aizpildit iesnieguma 4.2.apakspunktu),/

Repeat Use 15t Wave (please also complete section 4.2)

= [esaistita(-as) dalibvalsts(-is) (atzimet ar X)/Concerned member State(-s) (specify):

Turpmakam procediram kopét zemak noradito tabulu/

For subsequent procedures, copy the boxes above
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Saskanotais kopéjais parregistracijas datums/Agreed Common Renewal Date:

[11.1.2. Decentralizéta procediira (noteikumu Nr.600 73.punkts)/

A decentralised procedure (according to Article 32(3) of Directive 2001/82/EC transposed in Article 73 of Regulation

No. 600)

Atsauces dalibvalsts(l)/Reference Member State

Proceduras numurs/Procedure number

= [esaistita(-as) dalibvalsts(-is) (atzimet ar X)/Concerned member State(-s) (specify):
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Ja ir iesniedzamas zinas vai papildinajums periodiska drosibas zinojuma ciklam, lai harmonizétu vielas izcelsmi,

ladzu noradit/If a waiver or amendment of PSUR-cycle is applied for, to harmonise with a substance birthdate,

please specify:

[11.1.3. Nacionala procediira/A national procedure

Dalibvalsts/Member State

Iesnieguma numurs, ja pieejams/ If available, application number




Ja ir iesniedzamas zinas vai papildinajums periodiska drosibas zinojuma ciklam, lai harmonizétu vielas izcelsmi,
ladzu noradit/If a waiver or amendment of PSUR-cycle is applied for, to harmonise with a substance birthdate,

please specify:
Datums (gggg-mm-dd)/Date

1.2. Vai iesniegums ir par registracijas paplasinasanu?@)/Is this an application for a change to your existing

marketing authorisation leading to an extensionX2)

I[zmainas atbilst registracijas paplasinasanai saskana ar Komisijas 2008.gada 24.novembra Regulas (EK)
Nr.1234/2008 par izmainu izskatisanu cilvekiem paredzétu zalu un veterinaro zalu tirdzniecibas atlauju
nosacijumos (turpmak — Regula (EK) Nr.1234,/2008) 1.pielikumu vai noteikumu Nr.600 6.pielikumu/Is this an
application for a change to existing marketing authorisation leading to an extension as referred to in Annex 1 of

Regulation (EC) No 1234/2008, or any national legislation, where applicable?
[]Ne (aizpildit iesnieguma 1.3. un 1.4.apakspunktu)/No (complete sections 1.3 and 1.4)

[]Ja (aizpildit punktus zemak un iesnieguma 1.4.apakspunktu)/ Yes (complete sections below and also complete

section 1.4)

Noradit atbilstoso/Please specify:

[]izmainas biopieejamiba/change of bioavailability

[]izmainas farmakokinetika/change of pharmacokinetics

[] stipruma izmainas vai jauna stipruma pievienosana/change or addition of a new strength

[] zalu formas izmainas vai jaunas zalu formas pievienosana/change or addition of a new pharmaceutical form
[]lietosanas veida izmainas vai jauna veida pievienosana/change or addition of a new route of administration

[ kvalitativas izmainas deklaretajai aktivajai vielai, kas nav definéta ka jauna aktiva viela®)/qualitative change in

declared active substance not defined as a new active substance®®)

o aizstasana ar citu sali vai esteri, savienojumu vai to atvasinajumu (ta pati arstnieciska iedarbiba)/replacement by

a different salt/ester, complex/derivative (same therapeutic moiety)

o aizstasana ar citu izomeéru, izomeéru maisijumu, izolétu izoméru maisijumu,/replacement by a different isomer,

mixture of isomers, of a mixture by an isolated isomer

o aizstasana ar biologiskas izcelsmes vielu vai biotehnologijas produktu/replacement of a biological substance or

product of biotechnology
o citas izmainas, noradit/other changes (specify):

[ produktivo dzivnieku mérka sugas maina vai pievienosana/change or addition of a food-producing target animal

species

Piezimes.

(1) Atsauces dalibvalsts ir dalibvalsts, kas sagatavo veterinaro zalu novéertéjuma zinojuma projektu.
(2) Iesnieguma iesniedzéjs ir tas pats, kas speka esoSajai registracijas apliecibai.

(3) Jauna aktiva viela ir kimiska vai biologiska aktiva viela, kas atbilst Sadiem nosacijumiem:



1) viela nav ieprieks registréta veterinaro zalu sastava Eiropas Savieniba;

2) aktivas vielas, kas registrétas Eiropas Savieniba veterinaro zalu sastava, atskirigi sali, esteri, éteri, izomeéri,
izomeéru mikstaras, maisijumi vai derivati ar atSkirigam ipasibam attieciba uz aktivas vielas droSumu un

iedarbigumu salidzinajuma ar registréto aktivo vielu;

3) biologiskas vielas, kas ieprieks registrétas ka veterinaras zales Eiropas Savieniba, bet ar atskirigu molekularo

struktiru, izejmaterialu vai razoSanas procesu/
Notes.

(2) The applicant of the present application must be the same as the marketing authorisation holder of the existing

marketing authorisation;
(3) See definition in the Notice to Applicants, Volume 6A, Chapter 1.

Par spéeka esoso registracijas apliecibu iesniedzéjs norada/

For existing marketing authorisation in the Member State where the application is made

Registracijas apliecibas ipasnieks (turétajs)/
Name of the marketing authorisation holder

Veterinaro zalu nosaukums, stiprums, zalu forma/Name, strength,
pharmaceutical form of the existing product

Registracijas apliecibas(-u) numurs(-i)/
Marketing authorisation number(-s)

1.3. Sis iesniegums ir iesniegts saskana ar noteikumu Nr.600 attiecigo punktu,/This application is submitted

in accordance with the following Article of Directive 2001/82/EC transposed in Regulation No. 600:

Aizpilda katram iesniegumam, ari tam, kas iesniegts saskana ar $a pielikuma 1.2.apakSpunktu/Section to be
completed for any application, including applications referred to in Section 1.2 (For further details, consult the

Notice to Applicants, Volume 6A, Chapter 1).

1.3.1. ] noteikumu Nr.600 12., 13. un 17.punkts — pilns iesniegums (t.i., zinas par administrativajiem,
kvalitates, droSuma un iedarbiguma datiem*)/Article 12(3) of Directive 2001/82/EC transposed in Article 12, 13, 17

of Regulation No. 600 - application, (i.e. dossier with administrative, quality, safety and efficacy data*)

* Paplasinot iesniegumu, savstarpéjas atsauces var tikt sniegtas tikai par pirmsiedarbiguma un iedarbiguma

datiem/For extensions of complete applications, cross references can only be made to pre-efficacy and efficacy data

[ ]jauna aktiva viela/new active substance
(zalu sastava ietilpstosas vielas vel nav registréjusi kompetenta iestade/constituent of a product not yet authorised

by a competent authority)

[ ]zinama aktiva viela/known active substance
(veterinaro zalu sastava ietilpstoso aktivo vielu jau registréjusi kompetenta iestade vai Eiropas Zalu agentiira — tam
pasam vai citam registracijas apliecibas ipasniekam/constituent of a product already authorised by a competent

authority or the Community - same or different marketing authorisation holder)

1.3.2. ] noteikumu Nr.600 18., 19., 20. un 21.punkts - iesniegums generisko veterinaro zalu
registracijai/Article 13(1) of Directive 2001/82/EC(transposed in Article 18, 19, 20 and 21 of Regulation No. 600) -

Generic application




